TECHNICAL ISO/TS
SPECIFICATION 20388

First edition
2021-12

Biotechnology — Biobanking —
Requirements for animal biological
material

Biotechnologie — Banques biologiques — Exigences relatives au
matériel biologique animal

Reference number
ISO/TS 20388:2021(E)

© IS0 2021




ISO/TS 20388:2021(E)

COPYRIGHT PROTECTED DOCUMENT

© 1S0 2021

All rights reserved. Unless otherwise specified, or required in the context of its implementation, no part of this publication may
be reproduced or utilized otherwise in any form or by any means, electronic or mechanical, including photocopying, or posting on
the internet or an intranet, without prior written permission. Permission can be requested from either ISO at the address below
or ISO’s member body in the country of the requester.

ISO copyright office

CP 401  Ch. de Blandonnet 8

CH-1214 Vernier, Geneva

Phone: +41 22 749 01 11

Email: copyright@iso.org

Website: www.iso.org

Published in Switzerland

ii © IS0 2021 - All rights reserved



ISO/TS 20388:2021(E)

Contents Page
FFOT@WOTM.........cccocveveveesesee st iv
IIMEIOMUICTION ...t \%
1 SCOPI@ ... 1
2 NOTMATIVE FEEEI@IICES ............oooooo s 1
3 Terms aNd AefINITIONIS ...t 1
4 General requirements.......
4.1 General.....co
4.2 Ethical requirements.
4.3 HEAITR QN SAFOTY ..o
4.3.1  GeNeral PrANCIPLES ...
4.3.2 Chemical safety
4.3.3  BIOSATOLY oo
5 Biological material collection

5.1 Prior to collection
5.1.1 Pre-acquisition information

512 COIECEION PLAT .o
5.1.3 Preparation of collection containers, tools, supplies, reagents and
[610) 41100 0 0721 0] (=1 SO
5.2 Collection.....cooovi.
5.2.1 General..........
5.2.2 Animal restraint....
5.2.3 Blood collection......
5.2.4 Solid tissues..
LIV RS T\ F= U1 020 0 Lo B = U 0 s o
5.2.6
5.2.7
5.2.8 1K e LSS 2038 82102 Lot eeeesseeeeeeeeeeseesesssessassseseeeeeesssesesssssssessssssseseeessessesessssassssssseee
5.21.2 at Germplasmrds/isel09babede-c013-4fab-bfce-660263e6a626/i56-t5-203 88-202
5.2.10 Other biological materials of animal origin
5.2.11 Additional infOrmation . ...ooooooooooooeooeoeeeeeeeeeeeeeeeeeesoessesssssessesssesssssssssseseeee e ese s
6 Transport of biological material and associated data ... 10
7 RECEPTION ..o 11
8 Preparation and preservation of biological material ... 11
9 Storage of biological Material. ... 12
10 Distribution, disposal and destruction of biological material ... 12
B IO TR B § ] w 1 0} U (o) o OSSN
10.2 Destruction and disposal
11 R0 Vo) @ oo kU o) o Nolo) 4 U<t od o (o) o
Annex A (informative) Exemplary data collection table for animal biological material............. 14
Annex B (informative) Collection methods for animals of different natures and sizes....... 16
Annex C (informative) Information in a material transfer agreement or equivalent
OCUIMICIIE ..o 19
Annex D (normative) Collection, preparation and preservation methods..............n. 20
BIDLEOGIAPIY ... 24

© 1S0 2021 - All rights reserved iii



ISO/TS 20388:2021(E)

Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of
any patent rights identified during the development of the document will be in the Introduction and/or
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as well as information about ISO's adherence to
the World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT), see
www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 276, Biotechnology.

Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.
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Introduction

This document contains requirements and recommendations to enable biobanks handling animal
material to demonstrate competent biobank operation and the ability to provide animal biological
material and associated data of appropriate quality for research and development.

This document supports processes that maintain animal welfare, as it is anchored in the principle of the
three Rs: to “Replace, Reduce and Refine the use of animals”[1€],

The use of this document helps to ensure the quality of animal biological material and the reliability of
research results under the application of ISO 20387.

In this document, the following verbal forms are used:
— “shall” indicates a requirement;

— “should” indicates a recommendation;

— “may” indicates a permission;

— “can” indicates a possibility or a capability.
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